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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including tine fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
February 25, 2009 has been entered. 



Claim Rejections - 35 USC § 103 

2. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 



The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 
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3. Claims 32-36 and 38-40 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Deem et al. (6,558,400) in view of Matsui et al. (6,352,503), and 
further in view of Crockard (5,174,276). Deem et al. disclose the invention substantially 
as claimed. Deem et al. disclose, at least in figures 6A-6E and col. 8, line 56 to col. 10, 
line 7; a method of performing endoluminal gastric reduction, where the method 
includes advancing a plication apparatus (e.g., an endoscopic vacuum-type device 280 
as seen in figure 15A) within a patient's stomach; approximating and deploying tissue 
anchors (110) through each of first and second pluralities of tissue folds in respective 
first and second planes (to form a smaller pouch), where the tissue folds comprise 
anterior and posterior segments of the patient's stomach, and where the tissue folds are 
disposed inferior to the gastroesophageal junction. However, Deem et al. do not 
disclose an overtube disposed in a flexible state; transitioning the overtube to a rigid 
state in a desired orientation comprising an arc traversing at least about 180 deg., 
where the plication apparatus is advanced through a first lumen of the overtube and a 
gastroscope is advanced through a second lumen. Matsui et al. teach, at least in 
figures 23 and 44-47 and in col. 11, line 50 to col. 12, line 5 and col. 17, lines 23-45; a 
method of performing endoluminal gastric reduction including advancing an overtube 
(101) through a patient's esophagus into the patient's stomach while the overtube is 
disposed in a flexible state; transitioning the overtube to a rigid state (at 1 1 1) in a 
desired orientation comprising an arc traversing at least about 180 deg. within the 
patient's stomach and approximating and securing first and second pluralities of tissue 
folds in respective first and second planes (at 187), where the method includes 
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advancing a plicaton apparatus (186) tlirougli a first lumen in the overtube and a 
gastroscope (ligint guide) tlirougli a second lumen (at 114) contained in the overtube. It 
would have been obvious to one having ordinary skill in the art at the time the invention 
was made, in view of Matsui et al., to apply a plication apparatus, an overtube, and a 
gastroscope as claimed in the method of Deem et al. Such modifications would ease 
access of these tools into the stomach and allow visualization of the stomach as tissue 
is folded and anchored. 

However, Deem et al. in view of Matsui et al. do not disclose that the overtube 
comprises a plurality of nestable elements, where transitioning the overtube to a rigid 
state includes imposing a clamping load on the plurality of nestable elements. Crockard 
teaches, at least in figures 1-2C and col. 1, lines 27-54 and col. 3, line 52 to col. 4 line 
25; an overtube comprising a plurality of nestable elements (102), where transitioning 
the overtube to a rigid state includes imposing a clamping load on the plurality of 
nestable elements. It would have been obvious to one having ordinary skill in the art at 
the time the invention was made, in view of Crockard, to modify the overtube of Deem 
et al. in view of Matsui et al., so that it includes the plurality of nestable elements as 
claimed. Such a modification would allow the plication apparatus to access a surgical 
site that is difficult to reach and allow the overtube to be made rigid, so that unwanted 
movement of the overtube is prevented. 

4. Claim 41 is rejected under 35 U.S.C. 103(a) as being unpatentable over Deem et 
al. (6,558,400) in view of Matsui et al. (6,352,503) and Crockard (5,174,276), and 
further in view of Harrison (5,403,326). Deem et al. in view of Matsui et al. disclose the 
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invention substantially as claimed, but do not disclose that the desired orientation of the 
overtube comprises an arc traversing approximately 270 deg. Harrison teaches, at 
least in figure 8A, an overtube (58) having an orientation comprising an arc traversing 
approximately 270 deg. It would have been obvious to one having ordinary skill in the 
art at the time the invention was made, in view of Harrison, to modify the overtube of 
Deem et al. in view of Matsui et al. and Crockard, so that it can be oriented as claimed. 
Such an orientation would allow the overtube to access and visualize tissues in difficult- 
to-reach locations for the formation of tissue folds. 

Allowable Subject Matter 

5. Claims 11-19 are allowed. 

6. The following is an examiner's statement of reasons for allowance: None of the 
prior art of record, alone or in combination, discloses; a method of endoscopically 

forming, approximating and securing a plurality of tissue folds, where the method 
includes, inter alia, advancing an anchor delivery device through the patient's 
esophagus into the patient's stomach; the anchoring device including a needle defining 
a lumen; forming a first tissue fold; piercing the tissue fold with the needle, and ejecting 
a first anchor from the needle across the first tissue fold; forming at least one additional 
tissue fold, forming at least one additional tissue fold, placing at least one additional 
anchor across the at least one additional tissue fold, and approximating the plurality of 
tissue folds. 

Any comments considered necessary by applicant must be submitted no later 
than the payment of the issue fee and, to avoid processing delays, should preferably 
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accompany the issue fee. Sucli submissions sliould be clearly labeled "Comments on 
Statement of Reasons for Allowance." 



Response to Amendment 

7. Applicant's arguments with respect to the rejection of claims 32-36, and 38-41 
and based on the references of Deem and Matsui et al. have been considered but are 
not persuasive. First, Deem indeed discloses the method substantially as claimed, 
where an endoscopic vacuum device (280) is used to form folds in tissue, while anchors 
(1 1 0) are used to secure the folds. The claims do not require that the tissue anchors 
be deployed by an approximating device, such as element 280, as the Applicant 
contends. Applicant is reminded that it is the language of the claims itself of the claims 
which must particularly point out and distinctly claim the subject matter which the 
Applicant regards as his invention, without limitations imported from the specification. 
Limitations in the specification not included in the claims may not be relied upon to 
impart patentability to an otherwise unpatentable claim. In re Lundberg, 113 USPQ 
530 (CCPA1957). 

Second, Matsui indeed teaches an overtube transitioned to a rigid state, where 
the term "rigid state" has been given its broadest reasonable interpretation. That is, 
Matsui teaches the orientation of an overtube at a momentarily set or firm condition. 

Finally, new grounds of rejection of claims 32-36, and 38-41 are presented in 
view of the amendment. 
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Conclusion 



8. Any inquiry concerning tliis communication or earlier communications from tine 
examiner should be directed to Julian W. Woo whose telephone number is (571) 272- 
4707. The examiner can normally be reached Mon.-Fri., 7:00 AM to 3:00 PM Eastern 
Time, alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on (571 ) 272-4696. The fax phone number for 
the organization where this application or proceeding is assigned is (571) 273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/Julian W. Woo/ 

Primary Examiner, Art Unit 3773 



May 6, 2009 



